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J FastTrack Protocol JNSTANCE J0212 [instance of Protocol] 



ProtocolTitle Version 

A Phase HI Study of Pacittaxel via Weekly 1-Hour Infusion v| Update #1 




Protocolldentifier 



VersionDate 



CALGB 9840 



December 15 



OfficialSourceDocument 



http://pm.musaedu/research/protrxol/deptmed/divn EligibiityCrtteriaSet 



ShortDescription 



CALGB 9840 



StudyChair 



Andrew D. Seidman, M.D. 



Sponsor 



CALGB 



QuickScreenCriterion 



Breast Cancer 



ProtocoiObjectives 



To compare "standard" (S) paditaxei at 175 mg/m2 via 
3-hour infusion every 3 weeks to "dose-dense" (DD) 
pacittaxel at 80 mg/m2 via 1-hour infusion every week 



TrialStatus 



AccrualStatus 



Active 



Open for accrual 



TrialPhase 



TriaiType 



Phase til 



▼ Cooperative-group ^ 




LongDescription 



FirstVisit 



Screening Visit 



ProtocolSchemaDiagram 



CALGB 9840 Schema 
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£»J FastTrack ProtocolJNSTANCE_00074 [instance of EligibiiyCriteriaSet] 



ShortDescription 



CALQB 9840 Eligibility Criteria 



InclusionCriteria 



^Female 

^Breast adenocarcinoma that is inoperable, recurrent, or metastatic 
<$>More than 4 weeks since last chemotherapy 
<^More than 6 weeks since treatment with nitrosureas, melphalan, o 
^More than 4 weeks since last hormonal therapy OR tumor measur 
<J>Age >= 18 
^Measurable disease 
^Granulocytes >= 1 ,500 / ul 
^Platelet count >= 100,000 / ul 
^Creatinine <= 2.0 mg/dl 
^Bilirubin within institutional normal limits 
^SGOT (AST) <= 3X upper limits of normal 
^Greater than 2 weeks from prior surgery 



ExctusionCriteria 



^More than 1 prior chemotherapy regimens for metastatic or locally 
^CNS metastases if untreated or symptomatic — 1 510 
^Prior taxane for metastic or locally-advanced breast cancer 
^Prior taxane in adjuvant setting where patient remained disease fr 
^Leptorneningeal carcinoma 
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S3 FastTrack ProtocolJNSTANCE J0196 [instance of ManagementTask] HHQ 



ShortDescription 

Submit Form C-116 



LongDescription 

Submit CALGB Advanced Breast Cancer Followup-form (C-116) every two cycles 
while on protocol therapy, at 6 & 12 months after end of treatment, at disease 
progression or initiation of non-protocol therapy. 



SiteLongDescription 



SiteShortDescription 
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■2 FastTrack Protocol_INSTANCE_Q0023 [instance of VisitToVisit Transition] HH □ 



ShortDescription 

Arm A Treatment to Arm A Treatment Retryifl 



PrefrerredRelativeTime 



First Object 



V| C J + |[ - | MaximumRelativeTime 



Arm A Treatment Visit 



Second Object ] V fl C | + [P 



Arm A Treatment Retry #1 



MinimumRelativeTime 



LongDescription 



If either granulocyte or platelet count are not adequate, blood counts should be 
repeated weekly and treatment should be instituted when there has been hematologic 
recovery. Patients receiving G-CSF are not eligible for re-treatment unless they have 
been off G-CSF for a minimum of 24 hours. 



SiteLongDescription 



SiteShortDescription 



HlsPreferredTransition 
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# BHD 


ShortDescription 




EncodingComments 


|ArmA— 2710 


1 




Editorial change 


LongDescription 








Arm A: Gemcltabine and Irinotecan HCI 
(CPT-11) 






Visits 


vT c | ♦ |i - 




ObsoleteVisits L^iDQlLl 


♦ Screening —2712 

♦ Arm A, Day 1-2722 

♦ Arm A, Day 8—2724 

♦ ArmA,Day15,Rest-2726 

♦ EndofTreatment-2718 

♦ Follow-up Visit-2720 
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ShortDescription 


Visits 
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C|*|-| 


Arm A Path 


❖ Screening— 2712 
^ Arm A Cycle —2736 

❖ End of Treatment— 2718 

❖ Follow-up cycle— 2720 


LongDescription 


EncodingComments 


PathWeight 
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